Abstract The Early vs. Late Infantile Strabismus Surgery Study Group is a group of strabismologists and orthoptists from 58 clinics in I I European countries. They investigate whether early or late surgery is preferable in infantile strabismus, in a non-randomised, prospective, multi-centre trial. Infants between 6 and I 8 months of age receive a standardised entry examination and are then operated either before their second anniversary in clinics A, or between their 32nd and 60th month of age in clinics B. The children are evaluated at age six. After completion of the study, the two groups can then be compared regarding degree of binocular vision, angle of strabismus and visual acuity of the worse eye relative to the better. The current state of the study is reported here. Fifty-eight clinics have entered a total of 463 patients up to March 1996. Patient recruitment rates have been less than expected during the last months. Currently, 186 children have been entered in the early surgery group and 277 in the late surgery group Completeness of data and forms are excellent. Only 25 patients have definitively dropped out. There is no evidence for inhomogeneities between the two therapy groups concerning the distribution of the four most important prognostic factors: spherical equivalents, horizontal angle of squint, degree of amblyopia and limitation of abduction.
1 Participants Originally, 84 clinics from 14 countries did send a letter of intent to participate in the study. Forty-one of these elected to take part in the early surgery group and 43 in the late surgery group. They have been listed in the 1994 monitoring report (The Early vs. Late Infantile Strabismus Surgery Study Group. 1994) . Fifty-eight of these (33 in the late and 25 in the early surgery group) have become active, i.e. did register children at the study centre. The active participants are listed in Table I . Figure I ). This is an average recruitment of 5 children per month in both groups. If this tendency would remain constant until the end of the recruitment period on October 3 I st, 1996, we would reach a total of approximately 230 early operated and 320 late operated children only, as compared to expectations of 280 and 380 patients based on the data from last year's monitoring report (The Early vs. Late Infantile Strabismus Surgery Study Group, 1995). Table  2 gives an overview of patients entered and excluded per clinic. The columns contain the number of patients entered into the study and the number of patients excluded, for early and late surgery, respectively. The ratio of entered to excluded children varies considerably per clinic. For all clinics, however, the ratio is very similar with 186: 160 for the early and 277:243 for the late surgery group. When comparing Table 2 with the results from last year's report, the ratio of entered to excluded children is similar. Most clinics contributed patients with entry rates similar to the past. The reason for the reduced entry rates is that some clinics are dramatically less active than before.
AU -AirAtrin

. PATIENTS ENTERED AND PATIENTS EXCLUDED PER CLINIC
. 3 L I S T I N G O F EXCLUSION C R I T E R I A EMPLOYED
The reasons why excluded patients did not enter the study are listed in Table 3 (multiple reasons possible).
. 4 D E L A Y B E T W E E N E N T R Y EXAMINATION A N D PATIENT REGISTRA-T I O N
The median delay between the Entry Examination and receipt of the Patient Registration form at the study centre was I I days. 73% of all forms were received within 4 weeks as compared to 77% in the last report.
I02
The Early vs. The Early The completeness rates of the forms are still good. The proportion of forms due for more than 4 weeks has increased from TO%, last year, to 12% however. Table 5 shows the percentage of completeness of the required data among all documentation forms of entered patients. All forms that are available to the study centre were included in this part of the analysis, regardless of whether they were 'complete' or 'returned'. Interdependencies in the data are taken into account. For instance, patterns of previous occlusion therapy can only be mentioned when the question 'previous occlusion therapy?' has been answered affirmatively.
Dropouts and deviations of therapy
4. I DROPOUTS In total, 25 children have been lost to follow-up, 13 in the early and I 2 in the late operating group. In 6 cases the child and parents had moved, in 1 0 cases the parents were no longer compliant, in one case the treatment had to be continued in another clinic because of a health insurance problem. In 8 cases the parents were not contacted and the reason for the dropout remains unknown.
S U R G E R Y S C H E D U L E
Surgery shouldbeperformedbefore thechild's second birthday in the early operating group, and after its 32nd month in the late group.
In the early group, 106 children have been operated in accordance with the study protocol (The Early vs. Late Infantile Strabismus Surgery Study Group, 1993) . For 26 children, no surgery has been documented although they are already two years old. Seven children have definitively been operated too late. Among these, in total, 33 children, 3 cases could not be operated as scheduled because the child was ill, in 4 other cases the childrens' parents opted for late surgery. For 3 patients surgery was canceled because of a small angle of strabismus, and 9 children were dropouts. In 14 cases the reason is not known to the study centre.
In the late group, 1 2 children have been operated up to now. Three of them had not completed their 32nd month of life at the time of surgery. In one case the reason is known to the study centre: the patient suffered from pronounced torticollis and A-pattern and only in 30 degrees downgaze, binocular vision was present.
EXAMINATION INTERVALS
Intermediate examinations should be performed every 6 months with a maximum delay of 4 weeks. 786 out of 866 documented examinations have been performed accordingly. The two longest examination intervals were 15 and 17 months. Intermediate examinations should also be performed within 2 weeks after surgery, with a tolerance of two weeks. This has been achieved in 107 of 137 cases of surgery (including I 2 cases of re-operation). Furthermore, I 2 examinations were done within the 2nd month after surgery. Eight cases with a delay of 3 to 9 months after surgery are considered as regular intermediate examinations instead of postoperative examinations. In 10 cases, no examination is documented at the study centre since surgery.
5 Prognostic factors To ensure the internal validity of the study's results, prognostic factors should be distributed homogeneously in the early and late surgery groups. With respect to external validity, it is also desirable that the distribution of the samples (entered children) is the same as in the population. Therefore, excluded children are also documented. Details about important prognostic factors are reported below.
. I RETINOSCOPY VALUES
The spherical equivalents of the worse eye in the early and the late group followed a unimodal distribution, both with a median of Sph. +2. Values ranged from-1.5 to +IO in the early group and from-1.5 to +7.5 in the late group. Excluded children also have a unimodal distribution with the same median of Sph. +2, but with values ranging from -I I to +30. 
HORIZONTAL ANGLE
